510{k) Summary Special 510(k} | BrachySource Seed Implants with
' SourceCap Bioabsorbable Caps

Bard Medical Division

C.R. Bard, Inc. T
8195 Industrial Blvd. mm | M E D | CAL
Covington, GA 30014

510(k) Summary

MAY g' 20f4

In accordance with 21 CFR §807.92 and the Safe Medical Devices Act of 1990, the following
information is provided for the BrachySource® Seed Implants with SourceCap™ Bioabsorbable
Caps 510{k} premarket notification.

Sponsor: BARD Medical Division
C.-R. BARD, Inc.
8195 Industrial Blvd.
Covington, GA 30014
Establishment Registration Number: 1018233

Contact: Michele Davis, RAC
Regulatory Affairs Project Manager
Bard Medical Division
Tel: 770-784-6274
Fax: 770-385-4706

Date: ) April 2, 2014

Subject Device: Trade Name: BrachySource® Seed Implants with SourceCap™
Bioabsorbable Caps )
Cammon or Classification Name: Radionuclide Brachytherapy Source
Reguiation: 21 CFR 892.5730
Classification: Il
Product Code: KXK

Legally marketed device to which substantial equivalence is cfaimed:
. BrachySource® Brachytherapy Seed Implants, K093663

Device Description

BrachySource® Seed Implants with SourceCap™ Bioabsorbable Caps consist of a seed implant
with bioabsorbable caps fitted onto each end of the seed. The seed implant is a welded
titanium capsule containing lodine-125 adsorbed onto a nickel/copper coated, gold cored
aluminum wire. The bioabsorbable caps are composed of 70% L-lactide and 30% D,L-lactide
copolymer.

lodine-125 has a half-life of 59.6 days and decays by electron capture with the emission of
characteristic photons and Auger electrons. The principal photon emissions are 27.4 and 31 KeV
x-rays and 35.5 keV gamma. The titanium wall of the BrachySource Seed Impiants absorbs the
electrons. The bioabsorbable caps break down over 18-24 months and do not impact the .
emissions from the lodine-125 seed.
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Intended Use )
BrachySource® Seed Implants with SourceCap™ Bioabsorbable Caps are indicated for permanent
interstitial treatment of selected localized tumors such as: head and neck, lung, pancreas, and
early stage prostate. BrachySource® Seed Implants with SourceCap™ Bioabsorbable Caps may
be used in superficial, intra-abdominal and intra-thoracic locations. 8rachySource® Seed
implants with SourceCap™ Bioabsorbable Caps are indicated to treat residual tumors following
completion of a course of external radiation therapy and for recurrent tumors.

Technological Characteristics

BrachySource® Seed Implants with SourceCap™ Bioabsorbable Caps has the same intended use
and fundamental scientific technology as the predicate device, BrachySource® Brachytherapy
Seed Implants. The difference between the subject and predicate device is the addition of
bioabsorbable caps on the ends of the seed to increase the surface area of the seed and aid to
resist movement of the seed within the tissue. The modification to the BrachySource® Seed
Implants with SourceCap™ Bioabsorbable Caps is deemed equivalent to the current device,
BrachySource® Brachytherapy Seed Implants (K093663).

" Performance Data

The modified device, BrachySource® Seed Implants with SourceCap™ Bioabsorbable Caps, have
been tested via nonclinical functional performance testing. Nonclinical functional performance
tests included testing to verify the assembly and integrity of the bioabsorbable caps with the
seed and the interface of the seed with bioabsorbable caps within brachytherapy implant
needles,

The bioabsorbable caps are the same material as the Sourcelink® Brachytherapy Seeding Spacer
Links (K041576}. The SourceCap Bicabsorbable Caps and Sourcelink® Links have the same
patient contact and duration. The requirements per I1SO 10993-1:2009, Biological evaluation of
medical devices — Part 1; Evaluation and testing within a risk management process and FDA
Bluebook Memaorandum G95-1, Use of International Standard 150 10993 “Biological Evaluation
of Medical Devices Part 1: Evaluation of Testing” have been met for this material.:

Substantial Equivalence

The BrachySource Seed Implants with SourceCap Bicabsorbable Caps has the same indications
for use and fundamental scientific technological characteristics as the predicate device, Based
on this, the design and the summary of design control activities provided in this submission, the
proposed BrachySource® Seed Implants with SourceCap™ Bioabsorbable Caps has been shown
to be substantiatly equivalent to the cleared BrachySource® Brachytherapy Seed Implants,
K093663.

Conclusion:
The modified device, BrachySource® Seed Implants with SourceCap™ Bicabsorbable Caps, is
substantially equivalent to the predicate device, BrachySource® Brachytherapy Seed tmplants.
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Mav 2, 2014
. R Bard. Inc.
% Ms. Michele Davis
Regulatory Affairs Project Manager
8195 Industrial Blvd,
COVINGTON GA 30014

Re: K140856
Trade/Device Name: BrachySource™ Sced Implams with SourceCap'™ Bioabsorbable Caps
Regulation Number: 21 CIF'R 892.5730
Regulation Name: Radionuclide brachytherapy source
Regulatory Class: H
Product Code: KXK
Dated: April 2, 2014
Received: April 3. 2014

Dear Ms. Davis:

We have reviewed your Section 310(k) premarket notilication ol intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) w legally marketed predicate devices markcted in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or ta
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug.
and Cosmetic Act (Act) that do not require approval ol a premarket approval application (PMA).
You may. therefore. market the device. subject to the gencral controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices. good manufacturing practice. labeling. and prohibitions against misbranding and
adulteration. Pleasc note: CDRE does not evaluate information related to contract liability
warranties. We remind you, however. that deviee labeling must be truthful and not misleading.

If your device is classificd (see above) into either class 11 (Special Controls) or class 11 (PMA),
it may be subject to additional controls. Existing major regulations alfecting your device can be
found in the Code of IFederal Regulations, Title 21, Parts 800 10 898, In addition. FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FIDA s issuance of a substantial cquivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements. including. but nol limited to: registration and listing (21
CFR Part 807): labeling (21 CFR Part 801): medical device reporting {reporting of medical
device-related adverse cvents) (21 CFR 803): good manutacturing practice requirements as sct
forth in the quality systems (QS) regulation (21 CFR Part 820): and i1 applicable. the clectronic
product radiation control provisions (Sections 331-342 of the Act): 21 CFR 1000-1030.
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If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Industry and Consumer Education at its toll-free number (800) 638 2041
or (301) 796-7100 or at its Internet address
hup://www.{da.pov/MedicalDevices/ResourcesforYou/Industry/default.htim. Also, please note
the regulation entitled, “Misbranding by reference to premarket notification” (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.pov/MedicalDevices/Safetv/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveiltance.

You may obtain other general information on your responsibilities under the Act from the
Division of Industry and Consumer Education at its toll-free number (800) 638-2041 or (301)
796-7100 or at its Internet address
hup://www.tda.goviMedicaiDevices/ResourcestorYou/lndustryv/default.him,

Sincerely yours,

i)

Janine M. Morris
Director
Division of Radiological Health
Office of In Vitro Diagnostics
and Radiological Health
Center for Devices and Radiological Health

for

Enclosure
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Food and Drug Administration Expiration Date: January 31, 2017
Indications for Use See PRA Statement below.
510(k) Number (if known}
Ki40856
Device Name

BrachySource® Seed [mplants with SourceCap™ Bioabsorbable Caps

Indications for Use (Describe)

BrachySource® Seed Implants with SourceCap™ Bioabsorbable Caps are indicated for permanent interstitial treatment of
selected localized tumors such as: head and neck, lung, pancreas, and early stage prostate. BrachySource® Sced Implants
with SourceCap™ Bioabsorbable Caps may be used in superficial, intra-abdominal and intra-thoracic locations.
BrachySource® Secd Implants with SourceCap™ Bioabsorbable Caps are indicated to treat residual tumors following
completion of a course of extcrnal radiation therapy and for recurrent tumors.

Type of Use (Selact one or both, as applicable)
™ Prescription Use {Part 21 CFR 801 Subpart D} ] Over—Thé—Counler Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON A SEPARATE PAGE IF NEEDED,

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CORH) (Signature)

i)

This section applies only to requirements of the Paperwork Reduction Act of 1995,
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimaled to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data nesded and complete
and review the collection of informaticn. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Departiment of Health and Human Services
Food and Drug Administration

Office of Chief informaltion Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“"An agency may not conduct or sponsor, and a person is nol required to respond to, a collection of
information unless it displays a currently valid OMB number.”
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